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u m m at =t* 



1. —^&g)$m, 

-^J£#>iHMM:(A), 

- -firit ^ — ^ #4- S #?N) M (B) , 

^t^^^fe^M^^ 400 N, JL^^^Sf^T^-^^^'^ 
^ (A) M.'}-^ . 

& , t ^ fctiUfyJ] S. 9 ^ 400 N . 

Jfc&Z^ |^g£gt, ffU£.£*ljK ^H*>^g& 

8. _hi£4M'J^ t ^— ^ ft) m , ^-##^^#(C)^i4i)^. 

&3frfti3ifc* ^.^l^, ^IS:*^^.^-^ 

0.5 10 6 g/moL 

io. xm^^^M—^^^ftm, 

^ E (82) ^ ^ Afo (83)Ml # #NM^# fa ft 4k # , -fs & ^ 
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U m W M ^ M2/45X 



11. M^%lO¥]^Mn, ##4£^/^^#^^E(82)^#^^^ 
& <^(83)^ ^ ^ ^ #<& . 

12. ^'J^ 10 i£ 11 &ftfa%&ni&&(&2)tf]M;%-J$L& 
0.1-4 mm 0 

(C). ^i^(B)^^^(D)^/V^^^^A^H] 20°Ctf>&jtT 12 *J* 

15. M]^14^^-MMM, &ftfe%H(P)%fa^&yk&*£*%. 



17. ^'J^1c 16^*H$#J3»>, ^#^£^^i£#^&^^^(C)^/i^ 

>okfc£- & & &Ljk&ifa >\± ik&tfiMty), fife-lit : M ^^M^Y^n-^ft ; M *M 

M, &%L&mtf}$lM>%L$i, fcRfM$ifc&&TM*f>n> Hsfi&JffiVrfyLftfe&igL 

i& A Jfr '1-4 M 4*7 . 

21. ^^'J^-ijc 1-20 tte— 356^f$#m#3r&, tLternifrm: 
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U m W M ^ M3/45X 



(a) >&/M&^(A). ^i£^(B), (C). 1*£&^(D), 

5'J ^ >&^4& , ^ t * ^ A ^ fofo 2jl ^(C) it $r 

* , JU£43r 6^ ^ * A ^ fa j& |E^(C) ^ ^ ij ,* , 

(d) m #] , 

(e) &&&i&nfimfaJ^&1V, & 

(f) &&.m%-mfL*L&$L. 

22. ^'J^->jc 21 &ftfe%^W(c)&m^mf3%&fcAjf 

23. ;M<]^£ 22 <#^&-, ^#^^#^.(e)^la^(A), (C), &&tfj(B) 

24. ^>J^ 21-23 t^—^^J^^, ^.#^^#^(c)^^s>^ft^lTii 

25. #.«3U'J^jc 21-24 t-fi— 35#3ri£4f #1^/*$?. 

Jr^^F^/^^^^^^^'J^it 1-20 tte— ^tf^t^MM t 

^»]^ 1-20 t^^^^^'J^t^^it,, 

28. £uf>J^£ 1-20 tte— 3l#$&*3$fi>J£!#/gife, ^)f-^JitF^it4-S^ 
^^(A)i±*, ^^J^^f-itit^^^^^^b^^^ititt^^^F^ 

29. ^'J^i^ 1-20 ^^j^^^J^^^Jit, J*)-f i& 



200680011300.3 U ffl W 3< 45 

30. £uf>J^£ 26-29 ¥jm it, ^#*E^il^4MA^iit)''JL'li|, 
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1/54W 



mU^^-tm^, yJ. $t -f & * T m t #L 7T & $b (pounding) . 
(crushing), £#H£t ^^gnnding)^& 

^MiSMT, iif M (A) ^ ^ if (profile) £) ^ ^ *J ^ + 

it, Sl >y $3. Bt fa] ^§ it '-ft ~&) fy) tf) % 1L J: PfL (specific concentration limit) U'J 

in *@ ^ t , # & jtb^ £.*j-i£#f ^ 5s . 

^- ^ jj? # ^i* #t ^ ^ # ^ . 
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, JE Mitchell, Dosage Forms That Should Not Be Crushed: 

2000 Update(0ML$>Jg! 2000 jt#tjfffy. Hospital Pharmacy, 2000; 
H Miller ^, To Crush or Not to Crush(4fr*£j& JZ&J?), Nursing 2000; R 
Grittith Tablet Crushing and the law: the implications for nursing(M 
J^MLM'J: *t 4? 'j£ tfjfj*fi) » Prof Nurse 2003 ; JG Schier ^ , Fatality from 
administration of labetalol and crushed extended-release nifedipine^ ^f A ' 
frfv4fr*$-tf}M.^J%^& ^tftMt ft rr^ W), Ann Pharmacotherapy 2003; A 
James, The legal and clinical implications of crushing tablet medication(4fr*fi£$ M 

Nurse Times 2005, 100(50), 28-9; P Cornish, 
"Avoid the Crush": hazards of medication administration in patients with 
dysphagia or a feeding tube( "M&4fr*£" : &*8m&&JQ#lf'tf.%#tfl/t€), 
CMAJ 2005, 172(7), 871-2 0 
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3& ftf IT ^ * p J0-*H ^l^#]^JLit't^# ^£#H>J £>] ^ # ^ ^ 3 frf; . 

- — ft (=£JL^(A)) 

- ^ — ift & ^ *t £- 3£ # ^ tfj JSW ^ (B) (=£§L ^ (B)) 

-^A^^^^^(C) (=£a^(C)) ^ 

^fit^-^M^^J fc*k.*$ £l (resistance to breaking)^ y % 400 N , #c,i&5_ 
•y 420 N, $LDLi&£->y 440 N, ^^Jl^Qi^J-^ 460 N, ^L#Li&J.^ 480 N^. 
&M&]M-'y 500 N, JL£i*£iMtT, ^^#>^'J^^^(A)^^-#p^^M# 
tf) . ^ ^ I?p ;?MC $ #f ^ ^f'J 32 !>* £ m. # # (A) . 

^ > ^ (comminuted)^ ^L^f(pulverised) , ^L^^t.ii.i±" 5 r^4|-^j 

w # #j a* HLft ^^Mr&^&f- ty^jitiiVf m m m. it i# 
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H) it , *fc-f5^# T gt# JL^T F^$Hll*tS£i^l$ ^ -fMEt^ it^'J * . 
m*¥5%\4r^% M M %®L7] &i&i±*t3®&L#<A). (C), (B)^^ 

>Ml^ # VL&m.j% 3) $8 — #t#iJc © if (release profile) , ^tiS 

# >f] #iJt(repeat action release) , . 

#^.ht4fe^t^— "aL-MW 

& # sfc. . — ##/f*l^, ^ # #4 ^> KH Bauer, Lehrbuch der 

Pharmazeutischen Technologie, ^ 6 XI, WVG Stuttgart, 1999 ;0£#HI*>-$-#f 

£—>Hfci&tt ItiSMT 5 ^Ht^, ^^L^^^j^^ 
£#;&99%, 90%, 75%, 49&:&ffciMt£ 50%, *L 

9 
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30 ^Hf 0.1%-75 %, 240 ^t^#it^ 0.5%-95 %, 480^- 

ty/s^zk-giffi 1.0%-100%, 720^4t^#^tit^ 2.5%-100% o 



Bt fa] 


1 


2-f 


3-f 


4-t 




1 


0-30 


0-50 


0-50 


15-25 


20-50 


2 


0-40 


0-75 


0-75 


25-35 


40-75 


4 


3-55 


3-95 


10-95 


30-45 


60-95 


8 


10-65 


10-100 


35-100 


40-60 


80-100 


12 


20-75 


20-100 


55-100 


55-70 


90-100 


16 


30-88 


30-100 


70-100 


60-75 




24 


50-100 


50-100 


>90 






36 


>80 


>80 









^^^^Ht)^^^t#it@if^^,^iL^ 20%, 15%, 05&jt 

VLi&$L& 10%, 7.5%, 5.0%, tftMtfi$L$ 

2.5%. 

>f (A) # #NMf 7*7 >h $ 4& fsj is] ( up 4ep g -f ^ fa is] $>] 4M*^ 3$ 

tb^-il##M^^^#^, #^^-*^u^ 500 mg, ^WTOJ^tBtfS], 
v£«&4W&:frt#^J.^ 20%, MjVL&$l£ 15%, ^75^^^^ 10%, ^75 
&itffc&Jt£ 7.5%, %JX&Jk£ 5.0%, ##J#*t£ 2.5%. 
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^^^xkmiM^M-^ 20%, 15%, 

10%, tf, f& $L<VH&%L% 7.5%, &>ffci&&£ 5.0%, 

2.5%. 

^/Uil#M7^^ 400 N, #li£^ 420 N, 440 N, 

tfcJ&J-^ 460 N, %LVL&M.>y 480 N, #^Jfi^J.^ 500 N(^^ii6^j#^^ 
$']/t, ^^a^fG^^^^f^vI'J^^^^E^H^^ 5.0, ^ 235 ^ , 2.9.8 t 
#fi£6V Resistance to Crushing of Tablets" Tflk 32L^n&^%Lffi-£-ffl 

it 5 %ff„ 

^7 ii$'J * j£ 3 ^ ^ 15 *N ^ #T !& ^ # ^Ufcsf ^7 , 

400 N, 420 N, ^tfci&J-^ 440 N, 475#^^i£ J.^ 460 N, $k$L 

i&J.^ 480 N, ##JiftJ-^ 500 N, &t4£4$i&##;^&:»']£^f$#]^# 
^A^. ^Mfci&^afcySrSfct, ^^'J^i^^A^^J-^^ 500 N, 
^£i£^ 600 N, jtf£i&J.;>- 700 N, #5^jt#c,i&^ 800 N, Wf&$jVLi& 
M->y 900 N, ^t^3-'}r 1000 N JL#^'J^f^^ 1100N o 

-&>Sb£.> *t , >fi&m± (impact elasticity)^/isL^^^#Jr, 

n 
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at m 1? H7/5451 



&—^VL&tf! , &2L*M¥j&tllfi)Qtfi&fiLM.!y% 0,80 g/cm 3 

i&J.^ 0.85 g/cm 3 , 0.90 g/cm 3 j& 0.95 g/cm 3 , 4^&^ft,i& 

^ 1.00 g/cm 3 , JL^' 1.05 g/cm 3 &M.>Jr 1.10 g/cm 3 , 0.80 g/cm 3 - 

1 .35 g/cm 3 & g) i*j JL##J 0.95 g/cm 3 -l .25 g/cm 3 & ffl f*) 0 

1.0 mm 3 ifi ft ±10%, ±7.5%, 
4&&$l£ ±5.0%, ±2.5%JMH'J ±1.0%. 



&&PiMm&^fafc 1.0 mm 3 ^^t^^tM(A)^if^«,Ift| 
±10%, ^/ft,i&&£±7.5%, 43&jS/f£&^£±5.0%, ±2.5%.H.#j&iJ 
6^ 5.^ ±1.0%. 

;MC^3§#)^#&t:*^&£ 0.01 g-1.5 g4lftq, JLVti&% 0.05 g-1.2 
g, itffci&# O.lg-l.Og, 0.2g-0.9gJL#i5'J^^ 0.25g-0.8g. 

^i^^LiEf^^^^Cpolymethylene oxide), 

3M&.&*^ ^*mjm. %.%lzj*%. ^#s&gg, mfe&m 

Jim)#'J:fr&(3-#&T&ffi-*-3-#4k&StBS) (Biopol®), HQ^&gt), ^ 
&&l*lB&* 2&£#Bf* $.BsM&6§* 3t£.#8fc*aStSI* |lft@g(polylactone), £ 

(polylactide), ^8&(^J*»^i4^^^#l«.^^3»). &3tS£/£,5tBt. & 
10 6 g/mol, #lifcj.;>- 1.0 x 10 6 g/mol, ^fci&J.^ 2.5 x 10 6 g/mol, #5 
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VL m 1? H8/5451 



i&g-'Jr 5.0 x 10 6 g/mol, ^££i&J_^ 7.5 x 10 5 g/mol i& 7.5 x 10 6 g/mol JL##] 
#7^' 10 x 10 6 g/mol, 1.0 x 10 6 -15 x 10 6 g/mol %M . 

Mf^(C) 25 °CTM^M, ^ Brookfield &Jk>\ , ^-f-RVF 
(#4* No 2 / #it 2 rpm)^. 5%^*7jc^^t *J^^? 4,500-17,600 mPa/s (cP), 

Nol & 3/ #il 10 rpm)£ 2%-£^7^fe%L^ m$L% 400- 
4,000 mPa/s (cP), &#1tm ^VL&MA^tfe&i No 2 / #d£ 2 rpm)^L l%^J:7jc 
i^^t^'J^:^ 1,650-10,000 mPa/s(cP) 0 

*, ^i^J-:>- 30 >ft&jt>f£i&J.:>* 40 %Mr, ^c,i£J.^ 50 %i: 

±, %m y 60 ^-^M^^tt, 

Jri+#, t^j^aj^ 20%^t-49%^t„ 

4^ !fl ^ % ^'J 31! it -f ^H- — *t ^ ^ ^ ^ t ^ ^ # £ ^ # 4M£(A) . 

0.01%^* J. 95 %4:*4Lf^l, 0.5%ffi 80 'ft&.£/ffci& 

1.0%tJ:J. 70 %^Tlr, &>ffci& 5.0 ^JrJ. 60 %f f JL#ji'J 4<| 10% J. 50 %4" 

& — ^;Mt g» $ m m ^ ijt t , # * ^ ^ # ft >\± 

ftm^^J^^^'lt^, tiLtft&ftfo&i&fS'. ft 
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P^^C P^-f-*^ -£#42.86, %HfV&. ^e^b^, 

T^i£ p ^ T^b4, ^"4H^s -f-JS,#i^ "t^i^ 
^ if? *S, SfL , 3£m£°$* i&feft^. *Mt p -3,#, 

-^il^ p #9^(dihydromorphone). h&^Y}r$t. dimephetamok ^i^J-T. p -3>^ 
T@b. ^E^SIS), ,&;»Ufr6fr. #>*M£^ $L*] p iL^ ^-£^:#> ^f^T. 

/>'^^r, &TSfi* £L P 3#BB, |£ p ;MHt, ^-^^ei 5 !. i^T-g^-V^ 

p #^(levophenacylmorphane), levoxemacin, if , %T&& 

metapon, ^-^f&g^ ^Y-f Sfc. metamphetamine s JU^Sfi. f 

JU^SP^ ^ii^^r, #i^"-S; 

H-J^ H % pemoline, *fr>fMM E "* &e^b-^ p J^ p ;t. ^ v %Jk 

Sl§U phenomorphane, ^M'J^n Eift. ^^^T^, ^j^#J 

^Ctb^-, E£#Ptf^> SfM^Bf. #4-^^ -f-^ 

14 
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n m 1? m io/545i 



v£^> **j<?M')^ <*jMK #Tfc-&» «J 

?re,ifc-£. ^i^^f. ^#JJtOfliiULgLiC,)* #7-3, 

^, binylbital, N-(l-f ^-2-^^:^^ J.)-N-(2-"tk^l^) 

(lR,2R)-3-(3-— ¥L#^-l-Z^-2-¥-i-f^)-^S^ 0*. 2R, 4S>2-(^^^ 

JL^)f *^xtlL^4MU&->HW VIUM^*-) (1R, 2R)-3-(2--^<f^ 

Mf^6|-> 3^®^ (IS, 2S>3(3-— ¥4MMk-l- Z^-2- f-S^l-)- ^ 
@K (2R, 3R)-1-^ f ^#.^-3(3- ^ &&-:£&)-2- ¥ &-3- §f , (IRS, 3RS, 
6RS)-6-^Lf J-^^f ^-l-(3-f £££^-1,3-— , ^Ut^h^' 

g£g§, 3-(2-~¥J^J-¥^-l-^-**^)^^ 2-(6- f i*j8£ 
3-(2-^f 4Mf if -l-D-tt 2-(44Tl4t> &m%. 3- 

i^6f -1-^)-^ 2-(6- ^ |L^-^-2-^)- ft&tm. (RR- 

SS)-2-£&$L.&^-iL*L¥^£¥B£ 3-(2-J=-*f M4f 

(RR-SS>2-^-4--= ft? 3-(2--fM4fi--l^M6 
D-^SSa^ (RR-SS)-4-a-2-^^-^f ^ 3-(2-^fMifi-l-^l-^i 
^)-^Bg, (RR-SS)-2-^^-4-T^-^f 5t 3-(2of iHJ.f i-l-^l.-^ 

(RR-SS)-2-^^-4- f *UM£ f @£ 3-(2-^fMI-fI-l^i 
(RR-SS)-2-^^-5-^-^f ^ 3-(2--f Mif 

A* it feM & #>] -kp Dl @£ik . 

4M>]#, ^&ty^Mnfc&*&^tefttyffci&f\ H% ^[A07DA, 
N01AH. N02A. R05DA, R05FA] , e^b-5c^[N01AF, N01AG. N03AA] , 
3^ il^^T^ $7 [N03AE], tefiMtiP\Mfc&'te-tfl$j%>[H07BC], 

^[N05B], -$-H&3§?KMH§ [N05C]##^^J, ^ ^v^^f vi^^F^/^ ?h#L 
^^#(ADHD)^^^I^[N06B], at *i |§ [A04A] , fi^^y* «&*b*MG#] M 
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[A08A], t^^^>^[M03B]^^^-J[V03AB] o te^fy^M, ATC 

$k—§t, &^&£4&&W&&\Kfrte^n¥>(fc&tiL&: 2005 1 ft & 
2006). ATC ^%$W° UFricke, J Giinther, 

Anatomisch-therapeutisch-chemische Klassifikation mit Tagesdosen fiir den 
deutschen Arzneimittelmarkt: Methodik der ATC-Klassifikation und DDD- 
Festlegung. ATC-Index mit DDD-Angaben, Wissenschaftliches Institut der AOK 
and Swiss Pharmaceutical Society, Index Nominum(3& -dr l^^^^^^?]): 
International Drug Directory, CRC Press; % 18 /&(2004 1 ft 31 E) ) c 



(1) *t&BMMkSfr, defhmisal^, 

(2) faWf-nm-kv^Z-^®^ ^^-^S. 



^ ^ ^ . ^ ^ , §! > 1% ^ £ t*J # (oxyphenbutazone 

probenecid). iU-t^TW^ *k>gjM^ fU" 5 ]';^ 

r^M,. p ?l^^^^ 4frfa&^& jtLifimZMj^, 

(5) >&^5l>#-^, 0>J*> sulfamethoxazole, f "A^^r 
0 , JL(norfloxicin)^, 



(7) #M$JUN, ^£.l*]g«-, 

tasu *t-&#b£* l^H^^M 1 , 

(10) fcBfMM, #'J ^ £ ^ ^ ^ - IliMf p A(fluouracil) , f 
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*i>-3,>£^ metaprotoh ikS^^iNl^ ^'Jjk 



(1 3) RJL t> ffj , -iH -kv mephalan , danbrolene , 5f 41 *K , 
methocarbamol ^ &k» t2? Pf - * succinoyl chloride 4f , 

(14) *t/&2fc*$, *]*»4MN^ T&^^Mft^tf 

(15) 3Mt^*$#, ^'Jdkpi^Bfe, 

(16) 4*.®$$, ^HaP-^^M^f> *f 

(17) ^iai p x^^^lf^jk|^ , #-Bp perilamine, 

-% * W iL«^#(tetrahydrozoline)?fp -^f&<*£*, 

(18) :Mr*Mfcf$, ^'IMf^ti, 

(19) #t$M-35. ^W^^^-JW, 

(20) #L&Sf3$, #rF^7fte,^(amoebicidal), & ^Lm & Pi AfcM & 
g), %L% l Zjt$-£&J&. *XM.&iHk. sulfanilamide, 

nysatidiiu *f*fc>£^» 

(21) # & Si . & B- & ^-^^.(etophylline) ^^iu^ I, 

it ae.it, ikftifoM& t g-&.&&, — jM.&.&OiM 1 ). 
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<&3. ^4%^ A. ft &£vjrj&tiL~Tt®M^^'^!VoJftPi&» W & Hildebert 
Wagner ff- -±r , 4& 4Jc #f ^ "Pharmazeutische Biologie - Drogen und ihre 
Inhaltsstoffe"^ , Gustav Fischer Verlag, Stuttgart-New York, 1982, % 82 

tfk, ^^^M^h^K^i^^m. £ftJ^> nalide. ^^S^J. jftitj 

# i& naluphine , ^ ^ ^ # & #r # 1$ , ^ & I] aloperidol , 
promethacine . |t^75#(fluophenozine)> *;M>Ji£#. *j§- 

£L#, f^i^^-x Jv,i^^#(chlorprotheaxine)^ zuclopentixol (zuclopcmtexol)^ 
% *S «t iilupentexol) , ft %JL Mk, (prithipendyl) , 4& # -f- , ^ ^ ^'J ^ 
(penperidol), ^^J^fkipiparmerone), ^^^(melperol)^^^^']^ „ 

4£ p i ^ > ^'J ^° ^ Hildebert Wagner t# i . 4& i€ #r ^ "Pharmazeutische 
Biologie - Drogen und ihre Inhaltsstoffe" % — XI , #iT^> Gustav Fischer 
Verlag, Stuttgart, New York 1982 t ^^MH^J^#^T^#*i^ . 

*Jt, ;MC9^f$^^^##^^^ i &>t. 2003/0064099 
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ai ^ ^ &#^to ft & ft . ^ji^^-itit^);?) = 

^4^-toft, &mt^ #^ #i*u % & w 

ft*mM-&fc/&*®fttoft, ft ft *&ft 

toik^^h&^Ji&il ^r^^h^'K $1*^1^ S£> flit** 

Bfc* j£-S£. "fc^®^ 4£^4l^, L-*l*MLgL. strife 

•iiE $ ^ ^ $ ^.J ^ ft # 15 /*) /* & -B- j& -f ^ *t — ^ $ 4fc (= ft'\±Pjto& 

# #J ^ afl J$ *J ^ & te— *t 4« (A)& ^ #t #>ft (A) , i&ij 

% M3&&&tf]&to[A03]s 5-&:&J& 5HT 3 #^»][A04AA]> #UH.g*#^& 
# [A04AB] „ ?f RS-tf fa Rf ifi M to [A05] , 4£ f§ [A06] , (*] |fe $ 
[A07A], J»#sOHN[A07B], ^ftt&jKfo&to&J <fe$M£[A07C], ^ft^il 
f$[A07E], t£fim-Jkrt$k£-to[A07F], ^m^J^^M [A09], m^faft 
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I^[B01], ^^jk^[B02], *t^jk^[B03]^P^t^jkHl^^]^[B06], 

[COl], #Lj$jfaJ£f$[C02]* #J^»][C03], jfuWfjfe'f 4r5fcf$[C04], jfir«f^^ 
*>J[C05], [C06A]. B-*^_h^^#^^][C07]. 4^it^PLjf 

#J[C08], tfftTWi^-&--f 1fcfo-&&& t &&[CQ9]frftffift) [CIO] 

^$L0tM [D05B], & &L&ffl fc&fe^m [D10B] 

#>][G02CA], Wi^vMM [G02CB], & M/fctffl tt^!5[G03]^^W 
^ ^ [G04] 

[H03] . J3M^^[H04]^p-^ "fi^m^J M #[H05] , 

M¥)$LA1$1$ [J02], *t^iL*ft$3$[J04]> tf*L^4-3$[J05], <L 

^[L02]. ^^^^[L03]^^^n'J^[L04]; 

J*U£J$#[M01], ^^?t>S^>^[M03A], i#^^JJ/L^[M03C]> ^ 
J*l J$ ^ [M04];5U£ ^ 'f ^ ^ 1^ ^ [M05] ; 

fy] [N02BA] s "th SB £ [N02BB] , N- g& ^ [N02BE] , ^ j$ i^^ 
[N02CA], jft./&«.*^fi^[N02CB], i&#<& 5-$£ SHT^at^] 
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[N02CC], Zj ft i tfo [N03 AB] , ^jL^mk. & [N03 AC] . fifc^Jfe 

tit£- [N03 AD] s g5M>f^[N03AF]. ^^gL^f 4l^[N03AG]. fa%M 
^^-l^[N04], *L*Nt^l$ [N05A]. ^ # # I§ [N06A] . v^^^^l^^ 
[N06D] , & #>] 1$ [N07A]^L^ a£ $J ^] [N07C] , 

- ^£#3$, #ri^]^^i^][P], il*^^i^[P01], 3E£ 
^ [P02]^^^^h & ^ f§ , £ ^FiJ & ft] [P03] , 

/3^te^i£®l^!&#&^#3$#&[R], ##JA##J#][R01], 
tk'AM [R05C] , ^ &m J&£ Pi J^[R06] , 

[S02]; 

— & # ^ f$ [ V06 ] v£ ^ ^ 1$ $7 [ V 1 0 ] . 
gjyjiVLi&teJ^: 2005 if- 1 /| j& 2006), 

^^fg^ PT&-f^ H^JlT^ F"T^#-#U abibendan, ;*g®.J_4--^ F 3 ]"^ 
gL(acamprosat), H^^M. itT^*, §£ll^iS£, #.3M«,ZJ8&, 

FT St^fi.i, ZL,gfc*£Jfc* ZJBfcZJgg., g£iik>f§^ *3^4"£ I> 
£, afc -f- 8& * p-&H&ft>^> Sfc ^ . FT^J EM^. Zj Bfc^L^s^*. 
(acetylthiocholine) . H^S^^ . M . H^ftT^ H&tbg.. £,£:Jt&.. 

$Mt* -fe p t4L#U agalsidase alfa. agalsidase beta> S^bSjL FT;>L-%#^ p^-H, 

afc. POjti*^ nj%&^%tMk, m^^Nr, mum. p^-f-^ p=r^# 

PT-f-^ft, ^ P-H^S^ -H-#,g^^^4§ F, a t|c^IL#U£4S F, 

45 F> f -&■«!) -3c£>^ -$-^A45K ¥88.. amicaciiu 
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PTtMI^ VU&m.. #.#vt, l^MH^, l^^'J, -H&^gfc. 4Mf-#4^ 

J&tikm* Hfc&fo. amitryptiline , .^JUM^ 

F 5 ^^^, H^m^ Bx -i^^^, /Sjaj^aK jl^ii 

iw^'t, Rr^^jf-*-, -$-&>s-sfc, HVL-g-afc, 

#L^jfa.B| III, F"r#"-S,"#s HtTfcfL* aprepitant, MltfafL* jftJ&Mfr. 

St, L-Hf8tJ&^> n4-&8£, atazanavir, F 5 !^;^, F^T^^ 

>T, MfcfevT* F^&$k, W^^fift. R" FT F 5 ^^, 
-£ri£^, IWft^, St. iUMfrfcr. ilUft^ ftl^i^ 

*fgrj&, e^pfu *;Mr#^, e^ik, & 

, ^ ii ^ 3 >T (bedamustine) , ^"A^# , bemiparin , R # , $ #1$ -#- 
#J, ^iiSt, ^ i. p S#. ^*/M'J ^ (penperidol) , ^t^^^, ^ it 

JJfr, benzaseride, ^##-|c, ^L^^, ^£-&,Fir, ^L>fe-fS, i£#U£*f 
St, benzyclane, ^iiHfl, -fr#7tr, ^PM^^B&JJl. |3-^^h^> P 

4§-4&3vT, betanechol, 4t4&>§-ft, &$U&J&- R&M* M 

fMM*- JAi^vT, 3MLJJl#. >b^£#r, tb-^/fe, bb&@§, 
^b^^r^J^. rts^M^ i=b#>g-#, t=b^^^, jfe&ME)®-^ 

VII, VIII, IX, X, XIII, bornapine, iM*#4^ bortezomib, B M 

ft4r4§rTk, *MM^ &*J^ vk&M* i&'fM'J^, : A 

^Ml^dk.^, ^•S^'r, ^b-f-g], ^i.^-^, T-^MBl*), T*/W 
gfi, ^*fe4i^ ^■iS.-fH), ^T^Z^i§a. ^ 

^«>Mt, -f-^-f-^'J. -N*i£#* F, -fMjft-f-, •f-C*EE*K 
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-tirZbBsl, -ffcb^e^ -ftb2}*A. -ftbtym^ carglumic acid> 

3>T. -fW&fr. "Fte^MK ^kfa3L&. ik%L&^ 

^kl&M?^ ^1&3L% , &&*kfa* ikfei&fc. *-3&i*bJ!y, 
fai&A. ^kfejLJft^ ikfoVkm, ^fe^4c^ ^-?&«7 

tki&^m^ ikfa&fe* iki&A^. ^'j^ft. S-&^f>fr 

(certoparin), ^#^'J#. f^cetrimide), ^-f^^fcL <f 

(chenodeoxycholsaure)> ^^T> , ^^rMMAk F, ^^.^T F, 

WL%Jfi~s chlorbutynoU IM^&^ iL|U*T@#> ^ 

^ f m- s a ^ > ^ "tJ- Si ^ ^ >i' $ » ^. ft . ^ # & «k 

(chlorprotheaxine) , §J&m. , ^g^'f-ifc, 

«f, £Mtt^. 3Ef^^r, ^j^^l,^. ^^H^T. &43.-g-*'h ^-^^T. 
cinacalcet, ^M^E* fefrl^. Sfft^. &#-<>M>J> ^MM^ 

JfiS^K &fik-#-i£, l&^M, &&%lk* SLfrifc&L^ ^ 

-S,#f*T. ^JU^# ifr. &J&&iks IMHfc#> Kte^Lfe* l,Tt^> 

-f, ffi$L&*. flE-fMtS^ #iM£^ #iMH^ #iMM^ 

^7#, J£T6W> £p-ft.&B^ JT^^t^s S£i*#Jlu %-A v &. S^^-g^U 4- 
#t^g£. cytarabin. H$MJI&%-> 

^Ts i^fr-f-VT, daltepariiu ai^«fe, 

darbepoetin alfa, i*3MF#f, deamoK i& ^-^(deanolace) , 
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dequalinium , *fc»&*fc* Jfe^tM^* JkS?; 5 *^ 

4£&8fc, detajmium, MkJMMdK >£4UMP<fc* yfe^iS-^ ;£SBSS-^ J&'f >f£ 
;£;sMfcSf* ^^^^ X*g£5&£), ^g£*V#. ^^t^^K dibotermin 
alfa, SS.JME*PJIiK -££JW,^ &j=.*lMfcfifr» 

6&\ — |U^£> -=-flL£.#r *f*krft&^ J&i^iK x*J#v&^ — 

i& $ gf. , ^ ^ Jfe „ dikalium clorazepate , Mfc, # , a£) „ Jif 4^ 

Sf-, x-git^fif, jE^RL -nf^/t- dinatriumselenit , *&i£lt?'J ^ > 

x^^i*^, ^"tb/fe^ ^/fbiEifu distigmine> *k»&6^ &k>^4£ 

<fc, D-^$MMt*^ £L8&##t4s5* £&SfrTJ&. £3M'J#. 

£>fcj&a^ i^^sf* ^eLJfe. Zfc 

$L TVtL^T. fl^M'Jf . >fi^W, drotrecogin alfa. ^^-^VT> A^MfcJBK 

^Ci*r^T, il^:^. a&^TB^ efalizumab, tej&r^^ $c |L 4 #J£ , 

YT . emepronium > emepronium carrageenate , 4$L $L T #7 - -eq- 
^Mp-f-if']^ ,€>|U&, enfiivirtide, tfL-fetyM.* tfL&JFHk* &tiL-frffl. fa 

frit&iH&JklfrtSi.* #.E#r*i\ '^_L^^, ^^bJL, M 

#i^.j&--^r a . 'fJc^eLli. eptotermin alfa> ergocalciferol, ^ ^ # 

ergotamide , ertapenem, ^x#^r, ttf^, XWi p ifc.> 

p r^^ ^j^TBf. fc'&m^ $k#fc&* tk^-m. z^yim. ^^-m^ #^f& 

^-^A^. ^^^^pei, zj^^^,. ^4=e.*at, 

-fMtv^^, "ZJ&^^k^ exametazimus , #.^#^tj<l , 
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^^^T. U3^Zj%L. #^4-^, 

fenbufene, #AbM^ ^HMt°£, #tMM|^ £f££^- 

6^, isfy&m* ^MPijkjfe, #8^Lg&, ft-M,, 

flMMfc, lUM'J** flunisolide, fUM£, StB&fU^, fL^Tvk. 
75 #(fluophenozine) , dilaurate, 3c K fMUb. 

Hf^M,, fluoxetil, fL^VT, |L^*«fe,, $U&^#. 
VT. ft ft ftte^S ft#-f#K ft&J%»£, ft-PU&VT, ft-R 

fondaparinux, ^jUa, fl^MsM^. St, *$#g^, ^ 

fo&iST^ 4li$m., 4L#gfL, 4L#gt, 4L# 

4ito*u ^a^^t, ^^-t^Tft, ^#>g^, ^p^j^^, faig-Yy 

^> fa&]&M. #^']^#. ^'J£^ ^'J<#§^ te?']$Mt. 

j^jMHK ^@$U£, £-ftg&, i^^b'^, -^ft-fcM^^u ^ 

*Mfft;&. ^^if, #-t^tl.> g-#-€^L 

#rf-&* guajacol, 

,3 C^l, #C&)T#U ^#4*, ft<^#> ft*fc, jk 

jftftWrt^ &3h&&. i^ft^Hf. je£ 

^@£g$, JM#, ^M. fi.iL**, £/ffc^r##K 4&mM£^ 

#ft«£, hydroxycine, ^#-5f=), ^^^-3. 

frmmtii* ^skt^, 

#3f>SW$S ^^^0^-, imatinib, f^H&T-^^ ^ii-f-^'J, 

p^^*, j^^^-fr^(immunocyaiiin), lp 
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^^7^. ^.^7^: glulisine. -f~4Mtcu -^.#L7^a-2b, ^-a^O 

ipatropium. ^^^M, ^F-^IM^ ^-2L#^ frWfcM.. 

#-&A&. %-3L$f^. 'T^am*-. 

m^-^. m*&^ m-&^. w^^te^. 

&R^tV^ fr&i&Jf-^ «£_=3|k m&Rk. itt 

43-^, laronidase. 4* is. jfr ^ ^ ifc$L;*M^ iM^3 -f^ if. -^4 

-f. ^#7"^ ^E^C &Zjfrgj)g.. ^ 

^Li£ptg^*t. iE.^i^j#, evomepromazine^ levomethadyk &-ik.-\% %tW\ , Aft 

m^m^ %l.%\ZjW> ^j»u^> %-#wm> 

&M"*LtiL. . af^^. 

&>^JS, a#i^i^(loteprednole), *.#fi|k ou ^ 

&&>^. Jh^fo. ¥%Li&"jL, &ja*M*- ^m^st, fa^B^, 

# > ^ >S ^ Sfl , T ^ m . mefenaminic acid , f f i& ^- M , 

melagatrane, ^^I^(melperol)> A^rWU iM6 

^-Mi&J., jy^Mfc. ¥ P 3I^#, f^-f^K ^"tb^^U *f¥MK Si 

Z^Jfe. 5&^^ ^#-^> ^a]^, ^^tJfe, 
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-$v73*£, metamphetamine , A^&Mj^ St^.^#T^^, SL^f if#£ 

jig-*-. 

C f^^*f^., ft f^-fiB. & f M. (methylthionium 

chloride), Mz^feft, ¥&&-#-JI^ JU£&-#> *f5 



*J>4L(metrixene), ^^^^ 7ft ^Jt^. ^ ^ 

>g\ 7MM§fi, ;*M&-?']B£. miglustaU tMI^^ fct) fc. tMM§#/N Tjliig- 

Tft-feS^ ^^tK^^J^. mivacuronium , ^"M/pT. P -3;|^JQ^, ^i^-W 




IW^. ^E^J.. 
#PfU.^rf-. nadrolon decanonate. ^^^f^:^, ^<Afl^ 2ft $P 

nalide, ^j^^. M^S^K ^^88, ^&Sl§K naluphine, 2-& 

*&Sfc#}> [ 13, I] $Hb#K [ 99 Mo] 40^^. ^T@£#3, iET^f^-^^T §£fa. 

iilTl^Kf^ ^i&^fr. ^-^^Bfl. -iM&H^ #MMl^ 

-tf-#,@£Ja, /L^^M 1 , AfaikM®*. fc^^}^. niclosamine, M^jL^. ^ 




Ti&fc. ^-i"T> ^itS. nicotin resinate. *E)§£Jb> 

^H^MH^ >&#U&* *H"A;k.#* Jt^^f^], ^^^M^ JL 

vT(nimustatine), >&#*M^ ;M^$^ >EJNMK fU-bi£#^ "A 

T'l-Ji^-t. norelgestromiiu ^f'lfjL^Mt. #H£BP^ -ir -*|L^ 

*>U># * A. ft ^(octafluoropropane) , ^ vkM a . A&M' . ^ #J ^ . 
odansetroru &&>^J-* $z&-1^ F. ^H-f-, ^^>^iS- medoxomik 

$kvy&%-^ H^-^-^ ^ejjfc, -^E^Sf-. njjpL^-^L 

-fe^^M*- ^'J^te* A#>^^r. -f^'N^-& 
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l(BMP-7), ^^7ft#, A-f^J J f-> A^-^ 

£K A^J^^* A&ift^ oxitropium, 2-|M^-3-¥^T@£(butytric acid), 2- 

2-&fc-3-%L&ft^ 2-JjMM-¥4Mfr£&, 

^-^1^ A-t^t. i# 

f^Sf-, -fa^W^ t^'J^^M^ palonosetrone , * 
(pancurmium) , ^$t&r±, *t^8£-Ms@^ 5']i« ^1%^%^ ^sl 

IH-fcSf^ parnaparin, ^fL%^^ . ^ ^^-S^MM/t^ 

^Zj^-^-^-Ma. &^t&. ^^^ft, -ifU'J 

&i=?*#B^ <H&fl^ "ft&flk.* e.W^TT 

,sJU i±&#U ig-fTj 

#J#, ^-75#> 3Ml^T. phenamazid, -$-#>b^. ^Mppif/t. 

■£i£.£4Mfc* "tb^'JSl^ E>f 

^Hr, "JU^^ *tb^ilU ^^r^&, ?hb 

"tbl^b^ "tb^#^\ ^^^-f-, 9Mfr;fc#* "tb^-^Jt. 

B, B, fe$LZjt$*jk&L. <+3E##3, i^^Ml. i^^^-f- 

4M>**- -^r&lLt^ -f-4i^, -f-^vr. #4i&>£, 

>^H^It> ^L^^^> ^^^^-(preglumetacin). -#-_SL:l& 

■ij-. i^-fHK ^6 #^§I*K ^#H^!*K procarbazik ^ 

-f^Jfi. faV^lL ( procyclidin) , ^-#S^J. ^^J^, fc&f&, ^J3^> 

^f^^ propafenone <^f-$-, ^^££^> >fc 

& c i^u^i&(prithipendyl), ;I£j&-^c , i^^fu^-^l^. -f-^*&*f^ 

0ft^*A^ pulmonale ^Jl^A, *tb#Bfc#Sr. "tb^^6^a^, ?A p tb#T 
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^tob^lMgr, 

JUb-M^ -#^L-f , "#^^'J#, «ir^-#-#K ^^#T, 

fJ*H-i"£s racecadotrile , fi^/Mtsfc, H';&-g-^> "t#&^> -f^-f- 

f^fT. 4MfjLg^ J&^fir/T. 3»?»J-£^ 

^m^u. ^m^-ty. rnAfc^ ^^^(riiuzoi). 

ia, w^-fn* ?favm. kL 

mm^f, f^t> ^^-t, 

4b#- F, -g-^^, 7 Jc-^|^)^, ^/fkVT. &^£#J, solifenacin, 
4l-M'Pi^ t$L%r*. ^CT. ^JL^^-. 

*$rtfit, *&i£Sfc, Mi&Sfc. £t#ifr> strontium 

ranelate, ■ir^'f, *&Mfe F. #e,JtS> ^tM^, *£#5r 

^.ii^MKtadalafil), iE^/f. 

^> ^*$¥%-> #4L^>T> X"£e,iJU ^f'JS^ 

^*JJ5S ^vfcy&#, 

disoproxiK 1B&-aJt, #>b^^. #^f&*K, #^MP^1> #J:t6 

-*TjL$^ tetrafluoroborat-l + , -^&$fu W^^^K, |l/fciIE.4£[ 20, Tl]. 
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il^> ^MNc#N *%L#]i&ik* M^fc, fr^M, <&jfa.Sfc, VkJaMfo&Ji*. M 

^-2?>^ft, tinzaparin, 'Jl^L^, *jfL A °£ ^ !i^A45r. "^M-i^L 
^^#Jjl. tizamidine, -£H^ 

f&*$TJfr* fr-fW. ^^|$@£(tolfenaminic acid), &MzT . *t»& 
ffl. fr¥fW?L* -&"tt®£, -ftv£)1Mt, #4*fclU #J&7Mf, 

Sis), ^tpgfc, fc-S-iMfc, 4»A> -=-&B£&* triethylperazine , 

jL&j^#, 3^^, &:^VT, JL<f-^|£), #7^.^-61^ 
T^^'St, ^^ftt6B^, & *tt#M£(tripelenamine) , ^-f-^'J^, 
&-&«lr^, iiMl|/J5r, &^rl*)'J$c, #<TJ^SfU -&"tt-^$r, -ft^sJSf:, 
trospium, llWfr-4M^ ^->£#^ , ^i&^te, 

^i^^JS^I, J,^4^(urapid), JUii&#. $-3r£UJsg£, 

valinr, i*j^g£, #jS}>>-£U v5~i*r# 
'PU&^MK vecuronium (vecurmium) , 1$.$-yhtSr* X4iv£^(venlafaxin), 

#L^>j^(viloxacine), -)MM&, i^$r, 
■iMMW- -JMMM^ ~M^T, ^, 

^"sj" £ ximelagatrane, #>£-*fc.#, 

4L^#^. 4l#|$7ft^, §t^#^7jc^#7. JM-fc 

#, *r#S£# , ^i^gisj, 4£-£^-^J, wfcjMW* 4£i|t&£U wfcnt 

is. , ;S @£ "th M , ^ ^ , 4£ & ^ f§: , 4i -f- ^ 
(zucklopantexol) „ 

J^^^&Tt&j%^4%}^% m F*#^M'JI^ (INN) 0 <&W°&& 

JE i i£ gR (WHO) 1$ /fl # fa ¥} m # -t #J Pi £ (INN) |*J T it $L # *9 
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#[3,4-b]"$|«fc, ^'JA^-f l,l-[3-— *f ,£JUk-3K2-*^k)i ifc ¥ 

Ll-l^A^^^^tk^^fp^-b]^!^, ##JA#*H|t@£ik; ^ l,l-[3-_^T& 

%&-3-(2-»g.*fr f ^]-l,3,4,9-W^^b^^f[3,4-b]-6-a-"§|^, ##J A 

^L^-##g£it 0 _Lii^^^^b^"^^t e^pi#(|^L wo 2004/043967, wo 

2005/066183). 

m&l* ^&M&&M^(P) Vi&*£irt}$k4t&M.>y% 50°C, 

1.^41^ 55°C, 4*5 ^* 60°C, ^i^J.i>" 65°C JL##J 
70°C„ ##J^i&;fa^e^^*£4t. ^-t#^J^L^D^e,^ 0 ^^e,i#^— # 
#i)^#1^6^^f $rJfr^m^X%->y 80°C o ^ML^*tNa^> 

^M.>y—^^^(c)^m^m, ^mm^^^m¥]^^tis-y 400 

n, yti&$->y 500 n 0 

it f - ^ ^) ^ ^ ^ *j (B) ^ it 't # ^ -f f ij ^- iu ^ ^ ^ m n ^ %K ^ #j . 

(BHT), ^.ifjfe^it, m\-&v&* ifctklk C £Ml-£ E X^&tn 

4S--f 3H^>]3!!iHf&**, ^ilfo^^'J 0.01%^*^ 10 
toil 0.03%^: J: JL 5 

31 



200680011300. 3 



n m 1? H27/543I 



-kpmxftfcfr *tffl-£:% fa ^ffc. f&*n 

^J^^^^^J^^T^^^^^^, >fti&#:#(microtablets), 
(microcapsules) > #L A, (micropellets) , ffifa* ^ivhA., 'ffcife.&iH-J-fE, 

400 N, ^iitg-W^ $ A |SJ #^oaib . 

foi&tfj frjpjfc O.lmm J. 3mm & B) ft , #«'Jftii4 

0.5mm ^ 2mm ifcHJft. 4fc*ft -f#T 32 , — ^J^^^J(B)-^^^ 

(a) >&^JL^(A). <f£i&A$(B). (C), ^i^^(D), 

(b) ^^^^^#^#j^.(A)^>a^, fti&fa (A) 

(d) ^ik-fetf {^(singulating)it^-t- '&>&*fo , 

(e) ^i^#^^^J^^i^^^ 

(f) & $1. & 
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# M ft & T ?'J ^ & # £ ^ : 

1: 

^ (D) . it H "ST ^7 iH # H- (roll mixer) , #L ^ i& ^ & (shaking 
mixer) ^ ^ -fctf /&-1eMI- (shear mixer)i^ IfrJ ^^H(compulsory mixer) „ 

^^m^(c)^4^a, ^^n. ^^-tjL^^^Qt, ^^nifrx^j^ 

ffSVXW-tefc. 80°C>&JlT, ^H^^X^ TH'^-f JU£ 10 mm 
#7 A^fc 8 mm A ft) #>J 300 mg tf] S&^ifc , # t -f&Jfl ft & ti M 

2 kN & 4 kN 15 

^#^ia^(A), ^i^(B), (C)^^i4^^JL^(D)^/V^^-^^T-^^^J 

&^^>&&ft^J±fi XH^^^^ft)^^ 400 N, 420 N, 440 
N, 460 N, 480 N, Vli&S->y 500 N ¥)%L$U^ t) . 

■sf it i± >^ *5 #i *tC4fc i'J (melt granulation)^ £p ft #] 4& ^ ^ A #'J 

^ 7T * t > i& & #r>£ ^'J/&;MC^^ ^'J ^ rfj 
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tefa $l & ft $f & ^ . 

m -kvjftt* -kpoi-i. t &)ft M M ft J& *H&A ft ft 

ft M ft MM. & . 'fit/fl # £j Munsell Colour Company Baltimore, -2? _E ii 
<Ml , & g| , 1 966 XI 6^ "Munsell Book of Colour" ft^MZfa f»] . ^ & 
%ft&2LW&Pift}QftM&gril&$L% No N 9.5 ^l^/j^^^^l- 
^ No 5Y 9/1 , nm&&1$ifr£% . ^^^^^.j^^ji^^^ 

No 5Y 9/2 , #4£ Munsell Book of Colour ftW]$L, j)3 

M it^^L ^ ^ 15 *J ^ ^ ;Ml ^ ft ii#t £ 4t A : 

z)>&^JL^(A), *B£(B), (C)^^i^#^^M^(D) , 

&^4%^L^^%&&ft'%>&&f';&&&fr(A), &&ft(B), (C);?Uf£-i& 
#1 (D) . it vfl ^ H # > $i ^ H (roll mixer) . #l ^ SR. ^ H (shaking 
mixer) , ^ -fe? /'fL^tl (shear mixer) j& v&^-#(compulsory mixer) . 

#UMi#J . Tit itiS.^^ ^t^L^(C)^ #L#Uk#'J , >ffci&i& i±##l#U£ 
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>ffci&^ $r * 4jt$r JR-^ ^ ^^i^-^L *- # 50% , Up j§ ^ ty\ > 6 mm ^) $f 
^r^JJl^ X&$L^&iM% 9 mm 0 ^Li&ift, 4fr ifc & /fc 
40%, -ft&^/ffc&^L*. 35%, &>ffci&&;fc 30%JL##J#&;fc 25%. 4^M£-fr 

;&* & 5- i>" i£iR #<C) # A . >R.^fc ft 3£ 

■&4Li&%:'b fKj" 2.0 kg 8.0 kg. 

J&f&Aj&W, &&&$fr&fa&$:&3&M-$r%&'y 5 fait. 

HI &^m%tk : tofa'Vti&M-&% 0.1 mm J. 15 
mm, ^^^taffi'ffcxk^ 21 mm 10 mm. # >MIMUUf!r 

%M *»J > & & *Mp4£i£ ^ til #j M-'y-f-ty ElJLU* & ia.fr (C) ft 

^^W&JfeM^ 180°C ^T, tf.i&f&-f 150°C, ^Al^^'J^(C)^ 
(singulated)-^ A ^ . ^T#Li&it£tJ*) @J#JMfc#*7 , 7^77<^#77, ^rj,*£, 77 
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M M U * iT^-'Hf -14 ^sp*. 

to%^&&^m1f:m,&&^m-&J&M&%^ft&fe^%% (shaped)^- 

^J.^- 400 N, -ffci&J.^ 500 N. 

^r^^it-f^rtb6^^J*» Leistritz (£a/fe4£)#] i£ 6$ x^-if^f -^^^(twin- 
screw-extruder) , 5! -f- Micro 27 GL 40 D, $Mf Jl4£ 18 mm. ^T^^) ^-^T^»w 

*?^f^^Wfo ■*r&mx& 8 mm mi& & &^$r&^-&M 

£N 2 ^T5tJ&. t*ft^^i^l^T^]tfi: ***fil/£: 100 rpm, *t 
St: 4kg/h, ^^jfil: 125°C, *b^>&^: 120°C. 

#*t>^H. &^i&^3fi&i§7#IS)1^>&^#L, ^^v^H-(container mixers), 
^^/•f^H (barrel mixers) (Wfr&fa&&*fe1%&>fcn)& t & : %)'&>&&. ^-fejig, 
^-H-> plough bar mixers, 4f<ft JL^#*-i&-&-!£, Z & 

*5 ^S^^(sigma kneaders), M^v^i!^ $ . 
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m , ##J VLi&i&&%0 J% &pi9L%rtfiM.P iUt*f (sonotrode) 

&m 1 *, (l)^«P^f^^^6^^iE||-(press), (2) (3)^ 
If, (4) M.P$L£.tf (sonotrode), (5) (6)T>t> (7) (8)^(9) 

^tM^^tS^f^, >S^#6^M^-^ 1 kHz J. 2 MHz, 15 kHz 40 

kHz. i£#^^t^JlJ.ii$'J^^^(C)^^ 0 #,i&/L^*|i&f«J, ##J>ffci&,j*E. 
0.1-5 i*#J , >ffci& 0.5-3 #\ 

*t S ^ /f) H 77 4fcii£*& ^ ® ft iiki4JL ^ %m-^^*h 

ib&m-kty)* WM&&ft]i£ih$jL$L*$ftM->y% 400 N, ^Qi&J.^ 500 N, 
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% 3fcjj5J$ J) %L>y 400 N, fai&&>y 500 N, 

, it i± Ji^>s. f'J *J ^ ^^>r^^ is, * ithtfj ^ ^\mr^r 

il^^^^lS-^^J^n^^-f-^S.^^*^ Branson WPS, 94-003-A, 
Pneumatic (Branson Ultraschall, Dietzenbach, #-5)) 0 it ^ 6$ 31(2000 W)^7 
W-jp&p %L£tf 12 mm fr-j Branson PG-220A, 94-001 -A analogue 

(Branson Ultraschall) . JL^ 12 mm $r t JZ^A^ti^faJ^t) 

12 mm ^TJfM. 3M44fe.it ^ WMzM^-: 20 kHz; #+S: 
50%; ^£^7: 250 N. iti±^ J&£*f- ttmfafa& 0.5 *>, ^H* 

3j£jL4fei 4: 

(A), (C)^^i^(D)^ii^^^6^j^^#](B), #J:MMMfc#K J* 3£ #J 

&£v-fi-Zj&l&&jC&& Handbuch der Kunststoff-Extrusionstechnik I (1989) 
"Grundlagen" i*j £5 1.2 tf: "Klassifizierung von Extrudern", ^ 4-6 ^ ^ # *W#5 

T^^f-S 2?fa@ 3 ^#T#J-*^^^^^^ B /l^^t^^]ito i* 
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^mm^^M^ , ®%$ktyfaVli&X&% 0.1 mm J. 15 mm, -&3T^# 

ft Wf 6 ' s Tfa&t£ t &*P. if ^P^^i 

i$4£#J 180°C^T, -f 150°C, ^A^^ii^Jia^(C)6^^^^ 0 #- 

2^3. 

(singulated)#t±i#?(S 2 ^T^^ii-i±^l I§7#iM£#7J , 7jc^^# 
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& — >Hfc i& 6$ £ & 7T jfc t , it it # * -if £ ^ ^ .J L^r £ # # & 

-*T ^i^ii. i±it £ *P ^'il^f- i&— # *t J£ , if i±^n & £>J %L&%! (C) <ft ifcM-b 

^ ^ 6*^5. ^$fr^&#LT#. fete— >Hftifa E^l^^- ^ 

it i ^ fr) -kvU -f BCG 1 0 (LBB Bohle, Ennigerloh , ^ 
4 WfM-te&tf If 8 mm. st^Mr^M: 

# 3.0 kg/<bf$. *r£.fr)-kp#2&% 28.6 rpm V**^^ 88°C TiM^ 

«f'J^^^^^^^J^6^il#t^^, iia±*h3£&^(A), (C)^<{£i&(D) 
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&^4MiA&^^% e,^^/^#t>^^JL^(A), &i&ft(B), (C)^^ 

fa^M. >y it) % m M M >&^4fc ft * ft &&to(C)¥i m>) . 

it%tf^&&(c)tffeMfci&%&7\Lfe ft) w -kv 7 jc , 7 jc m m si ft >& 

#7, #Qi& C1-C6 Sf- . SI, Sit, ^It/ft,-^, #^J^i^^7jC, 

4fc ^ T tiiffL & ft y&ATt* & -f- it i± f*q ^.a^L o 

■t ^hm-j m ^hm*j & z$ % feft) >&^- . 

M feft) 2L&>&&&titM M fiL&to ft zr^n *■] M . i* # 

.£ ^ ^ ^ * # ^ ^ *M ^ # £ 4- -gp ^ m ^ ^ ^ , -r^mus.^ 

■fr ±-&7r&1- ^m.it^^^^ftift^ft)^^\M 
ft) t M^t $ ^ * . 
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^Txti±ir|^^^ ^(strand former)^-] ^#tti Z ^fr> 

>H1§) & ^ ^ iM* ^(shaping belts)& & « . 

^%%mmk*h ^^m^^B. (stamp)-r- w& &$#m. 

^^fefc^frA^fr, -T^^^^MT^-^-Mi^^M 
^^it^^^^T^-f 5 :^^^^, -T^^frn^ik^-^^-3.^ 

>ffci&,£. 20°C J. 40°C ^ylT^Jg^^^'J m , t 

X&7r&£4t2fa^t4 tLte%r&&&£$.fr(A), (C), # (B)#"f£i£ 

4- A if ^ tfj %J$l it a±^t J- Ifrtfe^fe fafr %t i&tftfr&faft &\ #1 tfc i±J ty) ^ 
("extrusion skin")t^h^l&. ^^#tt}^^r^L^#M#^^^-f ^ 
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-T jsM* * ^ w # ^ & 4 ^ ^ A & #j ^ & * is] , •£ ci # & ^ * m . 

fa m&J&. VLi&tfjlfr 0.1 mm -4.0 mm, 
0.15 mm -3.5 mm, 4*5$jt#,i& 0.2 mm -3.0 mm, 0.2 mm -2.5 

mmiL#J'J^ 0.2 mm -2.0 ram. £.—^VLi&tf}%$L&lS.^, m^fa*fr$Lifij1fr 
&#U£j&&t\-3&&\*fr&%li-&tfj 0.5%-50%, 1.0%-40%, ftf&gjQLik 

1 .5%-35%, §LVli& 2.0%-30%JL##]>f£i& 2.5%-25%„ 

&£-&B)£t'«(73). (extrusion skin) tf^^L&t (72)%Ajfr &^(71)tft*h 

-£(75). 
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tb SB, # IS* f$ #J £! # i£ >M£ , "^ME" 

("sleeve-shaped region") „ 

IJLA, PP^^EII^^*^^L^(A), (C). tei£tft(B)^£i£ift(D). — 
WL j& >H3 * m it *t 3S^# #r- tb J*.( t f*l f- to) #) #r * & ifi? # I'J ^MC sfl 

fo&&%%%%-MJt^% 0.1mm-4.0 mm, ^^6i^0.15 mm -3.5 mm, 4>5 
0.2 mm-3.0 mm, £/ffci& 0.2 mm-2.5 mm JL##J #j 0.2 mm-2.0 mm. 

m 5A^m 5B ^ ;mc h j m m t\ % e # « 

(83). <a^^»«(83)^xtiL^4L^(84a)^(84b)>!t^-*t^^^ E(82);gLi£.. 



44 



200680011300. 3 



n m 1? H40/543I 



fci&&&^&tyjr>kft-zr^A&&)i:fa s f- 25%, j^f£2M&-f- 20%, ^ 

ikflfc-F 15%JL##JiHH&f- 10%, -& + jLA#>M FDA #>H, i^M^^N^ 
l^#J^ , — 4*&^#J&&^(A)^±##I5.|VQ J.^(intervariability), 

(A), (C), #i&(B)^'f£i&(D)#vfl^i&. %^&}A%r*k-^%m, l?r&&VL& 

M^)^jkf 0- J) 'It ^(conditions of stress)T # fa TViXM & 

^S$#J^&>M^^^T#JtME. 40°C/75% RH T##^f^^^r*^ 
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^i^6^|#)^ii.i±A^J^a||^^^ 1 kN ^^^7T, gLVLitfe- 2 kN-50 
kN & K rt) i£/fr£_^ . ^&^£4&-^iL^(A), (C), fei&(B)fa& i&(D)<ft i& 
&&&)-)$-&fom^ 40°C, it^it^ 30°C JL##JiM7^ 25°C ^S^T^t^ 
^ . Tit^^^r^, -fc&itii DSC (Wo/*) DSC 2920 (TA Instruments, 
New Castle)^ afcil^ 150 ml/min h^%^)^%^^%^te^famiL?f\W<?<>& 
^<H>*£,&&®; it^^#^4:*^7 10-20 mg, ^#i"4^^#(nonhermetic) 
4Z& t ; 1 0°C/min) . 

^-M^^tt, *»^ME. 40°C ^ 75% RH T#^J-^ 12 <h 

— ^^^f^(A), (C), ^(B)^n^(D) 
^ v&^4^ *t & IS 20°C tfjj&JlT, 40°C #p 75% RH T 12 

'hBt, ^i&J-^ 24 'hftf, ^J^^^I^^J^^^^^f ia^^it 20%^ 17.5%, 
MLfci&X^it 15%i5l 12.5%, ^^^ui^^^.i± 10%^ 7.5%, ^fci&^^it 
6.0%, 5.0%^ 4.0%JL#^'J^^^§i±3.0%, 2.0%^ 1.0%. 

^ ^ ^ 1$ M Q T J. ^ ^- ^ i&— # — *t & ^ 

it # it *t & Tk ®& , *f ® i5 *fr # ^7 # 7jC'l±^ # 
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■fcteJSJHrSL J$JftQ&£-teM¥itiis C12-C30 mJft%Lfa/& 

C12-C30 ffim^— *j4kiJ-&— eiii— fjjMfj*— mfa/^&^&^&M 

fa^£2.ifr(C)&&i&&&tf£Rfr(P)&fc^Z> J-^i* 400 N, *M£;Ml 
^^^^ afl *^f§ * © /f) f - a J3fl^3§ , 4L-*rVL& &&$L f >fc tf> & JL 

pH T#^t . ifi±il# , -5f ^^iiE^J^a^ 1^3$ #] ^ i± W 

^^^JL>^-l-^^^^f*J#it„ ii^+^f $L<H) fe^i&>^ pH-fl 5-7.5^ 

ffi ffi fa> if & , fy]-kv Kurt H Bauer. K Lehmann , Hermann P Osterwald , 
Rothgang, Gerhart #f ^ "Coated Pharmaceutical Dosage Forms - Fundamentals, 
Manufacturing Techniques, Biopharmaceutical Aspects, Test Methods and Raw 

Materials"(^^#^J^-^^#Jit^^. % 1 

J{SL, 1998, Medpharm Scientific Publishers, J®&3L$ki&it^% ?| >v^Xif^^ 
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*$1&^Mn%-$tlYtik M A % JMl S # <& 4fc Jft (A) # f§ 

%W)i^&m&^M^tffczjk&ffi, 10 mm, jt^ 5 mm 

vi&xn, 1997, % 143, 144 

m&i&gj^^tffc&xJrfi. ^f->l'J*6^43CH^"Zwick Z 2.5" 
Fmax = 2.5kN, 1150 mm t^^^t > ^^X— >N£#»— ^#4<b, * 

^ 100 mm #j|h]Fj£, 0.1-800 mm/mm ^ |*J i5" , ^fsJ'feUf) testControl 

^JD^'Jii:WT«ii^^, DIN 55350-18 (Zwick Fmax = 1.45 

kN) (Pft7fc<i5L&ft i) Zwick GmbH & Co. KG, Ulm, ^g)), i^^iC^ i) $l^t 
BTC-FR 2.5 TH. D09, ^7#^H^ S ^"t BTC-LC 0050N. P0K t '-^t^H 
6^ B ^-t BO 70000 S06&ftft^^$$j^tf&fiteM-fa%\1%(£-& 10 mm)i/# 
^H, Fmax. 1 kN J_^= 8 mm, 0.5 10 N, 1 2 N J'J ISO 7500-1 i& 

r^&3§A(4)#tf£-&- (6). $Je&$i^ 2-^&&^%!}T&n%(4)zkM-&fa 
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^#T?'J ^^JJlMN^^ . 7j^M±JMHE FM^jg.^ 











90.0 mg 


720 mg 


&Sf|L&*fc, NF, MW 7 000 000 
(Poly ox WSR 303, Dow Chemicals) 


154.2 mg 


1233.6 mg 




244.2 mg 


1.9536 g 



mm^*i^ 8 mm # ft) tfj &&(die)&j /3L $ X.&fcije&tfk t fa$k£- 80°C. 

4Mfc Pharm Eur (4jMf^>i 6^ ^"f)^^^#H t $'J3Li«J ^ 6V/£«fc± 
&^^b#;&. 37°C JL^,#H-^^#ii>^^ 50#/^. 

&*ft?u J ft-te1fr®L, ^^X^M-J^—A- 900 ml WXfil pH 1.2 t . 30 ^ 
^n7v^^# pH^^^tJ 2.3, #a± 90 <§tf%&lY$ i &\ pH 6.5, #i± 
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60 ^^Js-fY^S- pH 7.2. i&i±^titv!t^£ 236 nm. 2 mm t mfLfc 

— Etf U 'It T J ^^-^^ + * . 









12% 


240 


43 % 


480 


63 % 


600 


71 % 


720 iSHt 


77% 



2: 

1, fi)T&}£3-^fy]4iriL& 9 mm ^^(longitudinal extension) 
20 mm #j ft] : 











240.0 mg 


1 920 mg 


^$t%L>*£„ NF, MW 7 000 000 
(Polyox WSR 303, Dow Chemicals) 


411.4 mg 


3291.2 mg 




651.4 mg 


4.2112 g 



vX^-f^aM*] 1 #^«4;t>£'l±#,t^*h#^Cfl UV^ 279 nm 9<j 







30 


6% 


240 -fr4f 


20 % 


480 


30 % 


600 


35 % 


720 frVf 


39 % 



1 » #J£-A*£ 20 mm ^T^'J £iL^«# ID #i % M : 
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600 mg 


4800 mg 


3fL%£%^^%L> NF, MW7 000 000 
(Polyox WSR 303, Dow Chemicals) 


1028,5 mg 


8228 .0 mg 




1628.5 mg 


13.028 g 



1 ^TTKm^ft'^fcib^Y^zkim UV^ 285 nm ») 







30 frit 


1 % 


240 ^-4t 


5 % 


480 


9% 


600 frif 


11 % 


720 


13 % 



mt 










20 mg 


2g 


10% 


$fc ^ Zj £fc 900 000 
(Polyox WSR 1 105 Dow Chemicals) 


180 mg 


18g 


90% 



-f EK 0, Korsch)_L^^Jit/To^^^^^^^J: 200 mg, Jl^ 8 mml^i^ 

# 8mm &^>&^ T^f JL^# 10 mm 

& 8mm^^i^WtWJ 100°C, Ji^f'J^t 
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5: 













20 mg 


2g 


10% 


^ |L 2j £t 600 000 
(Polyox WSR 205 Dow Chemicals) 


180 mg 


18g 


90% 



6: 









Vt 




20 mg 


2g 


10% 


| if |L 6 M 5 000 000 
(Polyox WSR Coagulant Dow Chemicals) 


180 mg 


18g 


90% 



7: 













20 mg 


2g 


10% 


100 000 

(Polyox WSR N 1 0 Dow Chemicals) 


20 mg 


2g 


10% 


3Mf 5 000 000 

(Polyox WSR Coagulant Dow Chemicals) 


160 mg 


160 g 


80% 
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100 mg 


100 g 


NF, MFI (190°C ^ 21.6 kg/10 ^Ht) <0.5 g 
MW 7 000 000 (Polyox WSR 303, Dow Chemicals) 


200 mg 


200 g 




300 mg 


300 g 



*>]4&-jL# 10 mm AJt^ 8 mm # ^^#^^E.^ i4l-£.;&0&# t 
80°C. ^^iJ^'J 300 mg fotfjjfrfcfL^ , 

jL$r&& turns- 'y \5mf> 

m& Pharm Eur |ttWllt vja'J^^J^^^^^^^b^t. # 
it^^^^7 37°C M%^%^m^J^% 75 #/^„ £.*%fi1f&fft-&L, 
4-% MS-S^— -t* 600 ml tft^^S- pHl.2t. 30 ^4<fv£, i^^i&^Mf 
P H 2.3, #i± 90 frfyfeft^H pH 6.5, -frit 60 ^Ht^frfi^ pH 







30 £-4f 


15 % 


240 


52 % 


480 frfy 


80 % 


720 


99 % 



53 



200680011300. 3 



n m 1? H49/543I 



8 tf}4fr3[L%L&4hU 300 mg^*»jftl 80°C ^fZ^^£^ i*^^ 











50 mg 


100 g 


^Sf NF, MW 7 000 000 
(Polyox WSR 303, Dow Chemicals) 


100 mg 


200 g 




150 mg 


300 g 



7mm ^Ji^J/MJ^^ JiJL^ia^H 80°C„ ^)^o^^ 

&j]ifc]&%->y 15 *>4t. 

m&ft&7?&ft #r^*ll*];t# ^fo^M o 500 N ^7TBt^ 
/£*f it # ft) . 







30 


15 % 


240 


62 % 


480 


88 % 


720 


99 % 











100 mg 


100 g 


Zj#L, NF, MW 7 000 000 
(Polyox WSR 303, Dow Chemicals) 


180 mg 


180 g 


itJ&&L, NF 


20 mg 


20 g 




300 mg 


300 g 
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/f> T^faM4rX& 10 mm 8 mm # ft] ft &. % JL^&fctfi 

80°C„ ^^^^JXJL^/^^^J 300 mg #<ft#vM&^&, 

«^ii^^^^r^iC|l^j^^^j^^^^o ^£ soon^t^ 



mm 




30 


14% 


240 ^-#f 


54% 


480 ^Hf 


81 % 


720 


99% 



%%L<iH 12: 







Complete batch 




50 mg 


100 g 


%l3&$IZj<8l, NF, MW 7 000 000 
(Poly ox WSR 303, Dow Chemicals) 


90 mg 


180 g 


it fa ML, NF 


10 mg 


20 g 




300 mg 


300 g 



>t> T>t 10 mm^t 5 mm # ^J^>a^^>S. # X^^eM 

£ 'J 90°C . Jf] #j ji JL^^JS. #J 1 50 mg ^ >T^iM7 , + a±£ 

^^^f^^^^^^'J^^^J^^^^. ^£ 500 N^^7TBt^ 



mm 




30 


22 % 


120 frfy 


50 % 
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240 Jtfft 


80% 


360 frfy 


90% 


480 frty 


99%, 



gafc-fo] 13: 











20.0 mg 


0.240 g 


IkJ&NL NF 


20,0 mg 


0,240 g 


SUf&Z^, NF, MFI (190°C, 21.6 kg/10 ^4f< 0.5 g MW 
7 000 000 (Polyox WSR 303 Dow Chemicals) 


110.0 mg 


1.320 g 




150.0 mg 


1.800 g 



Pharm Eur ^^^^#^t^J^M'J^^>^'^^^h#it. # 
*£^^>&JL# 37°C JLm#^^^#itA^ 75 DSP <t/5fri£W# 







o^Ht 


0% 


30 


17% 


240 -Ht 


61 % 


480 


90% 


720 


101.1 % 



& /fl ^tii^H»J % ffl tf) fating ft . ^^ 500 N^^7TBt^ 

^;&#>] 14: 



^4+ 










100 mg 


10 g 


20% 
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^^#12^^7 000 000 

(Poly ox WSR 303, Dow Chemicals) 


375 mg 


37.5 g 


75% 




25 mg 


2.5 g 


5.0% 



m&ti EK 0, Korsch)_L^ *»J -ijr ^ rffj ^ & #] , itfiMS-t 500 

m go #]4kiL# 10 mm 8 mm A^BJ^ . &^>&#> _t- 

>f> TJtJL/fliUS 10 mm ZL&&^-& 8 mm ^S^X^^i tiaifelij 
130°C o #^^i°^6^JiJL^f'J#^>^#, 15^Ht. 

^jfe^j 15: 



^^•f 14, {N-^T^^Jt^J: 









lb 




100 mg 


lOg 


20% 


5 000 000 

(Polyox WSR Coagulant Dow Chemicals) 


375 mg 


37.5 g 


75% 




25 mg 


2.5 g 


5.0% 



WMffttiLTt&m #r*£45Cf|*l $L $ M tM5L*%ti . ^^ 500 N^i7TBt^ 
16: 









US*] 




100,0 mg 


1490 g 


29.8% 


000 

(Polyox WSR 303, Dow Chemicals) 


151. Omg 


2250 g 


45.0% 


^ f £f ^ (Metholose 90 SH 
100 000 cP, ShinEtsu) 


33,6 mg 


500 g 


10.0% 


Eudragit E Jffi*z.(Rfihm) 


16,8 mg 


250 g 


5.0% 


PEG 6000 


33,6 mg 


500 g 


10.0% 




0.1 mg 


5g 


0.1% 


Aerosil (ftA^Httf—fc/HWi) 


0.1 mg 


5g 


0.1% 



57 



200680011300. 3 



n m 1? H53/543I 



it i±#i*#fe-iflF>ffi. ^(planetary-gear extruder), BCG 10, LBB Bohle 

(Ennigerloh) #rifcv&^. 'fcUfl 4 H^jL^X? 8 mm. #^'J*it 

i±*t^*f^A, ^'J>3tl0kg. 1«^T^#4fc^*ftb: 50 rpm; * 

#7^: 100°C; t'^##>ML: 100°C; "fria^ 120°C o #'J^^r, 
#riij4fcflM-£>S. mfe^&^ftft^tllrtfjWZXft)- M Korsch^Jit^^! 
EKO # #L#M?J # #J . ID ^ >f 10 mm)^P 8 mm &y^N£ 

Pharm Eur £3Mf>ftl^# + »4 Jtit # teA^ 

#^b#*£* 37°C 3.m^^m^^ 75 

600 ml #J&>&, pH 6.8 iai±^^^ML^*J^.^#^JS:«'JHt^ 







30^# 


17 % 


240 


65 % 


480 


93 % 


720 


99% 



^jfejSl 17: 

^^•f^^J 16, #J-5-T?']i&^###J: 













100,0 mg 


1490 g 


29.8% 


f. |L L ^ 7 000 000 
(Polyox WSR 303, Dow Chemicals) 


151.0 mg 


2250 g 


45.0% 


^ ft T if ^^-(ShinEtsu # Metholose 90 SH 
100 000 cP) 


33,6 mg 


500 g 


10.0% 


Stamylan 1965 (SABIC® LDPE 1965T 


16,8 mg 


250 g 


5.0% 
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n m 1? ^54/5451 



PEG 6000 


33,6 mg 


500 g 


10.0% 




0.1 mg 


5 g 


0.1% 


Aerosil 


0.1 mg 


5g 


0.1% 



fate Pharm Eur ^^tfLl^tf tfj 5&3Mft#||- t ^y£<l±;&^ 
^^h#^t. #^t^^J^^ 37°C JL^#H^4t#ilJL^ 75 #/^- 0 <&/fl 
600 ml ¥] m %L , pH 6 . 8 # ^ *N*.^b# . if ZtfrjtjLJk & #J K&fcft H ft A 







30 


17% 


240 frif 


62% 


480 


85 % 


720 


94 % 
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i# m =& m 
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% W ^ ffl m ^3/4^ 




62 



200680011300. 3 



vt m ^ m m m^/m 




